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Applicant(s) 
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~ The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )0 Responsive to communication(s) filed on . 

2a)D This action is FINAL. 2b)S This action is non-final. 

3) Q Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
Disposition of Claims 

4) ^ Claim(s) 1-21 is/are pending in the application. 

4a) Of the above claim(s) 1-5 and 16-21 is/are withdrawn from consideration. 

5) Q Claim(s) is/are allowed. 

6) £3 Claim(s) 6-15 is/are rejected. 

7) Q Claim(s) is/are objected to. 

&*)□ Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9)^ The specification is objected to by the Examiner. 

10) Q The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

11) D The proposed drawing correction filed on is: a)Q approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

13) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)DAII b)D Some*c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. D Certified copies of the priority documents have been received in Application No. . 

3. D Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 1 9(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 
Attachment(s) 

1) ^ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) Paper No(s). . 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) D Notice of Informal Patent Application (PTO-1 52) 

3) O Information Disclosure Statement(s) (PTO-1 449) Paper No(s) . 6) O Other: 
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DETAILED ACTION 



Applicant's election of Invention II, Claims 6-15 is acknowledged. Election was made 
without traverse in Paper No. 6. 



Applicant's claim for domestic priority under 35 U.S.C. 1 19(e) is acknowledged. 
However, the provisional application upon which priority is claimed fails to provide adequate 
support under 35 U.S.C. 1 12 for claim 1 1 of this application. The claim recites "SEQ ID NO: 
7," which is not disclosed in the provisional application upon which priority is claimed. 



The listing of references in the specification is not a proper information disclosure 
statement. 37 CFR 1 .98(b) requires a list of all patents, publications, or other information 
submitted for consideration by the Office, and MPEP § 609 A(l) states, "the list may not be 
incorporated into the specification but must be submitted in a separate paper." Therefore, unless 
the references have been cited by the examiner on form PTO-892, they have not been 
considered. 



The disclosure is objected to because of the following informalities: 

1. The reference cited on page 1, line 36 is incomplete. See also page 21, line 3. 

2. The sequence disclosed on page 1 8 line 34 is not in compliance with 37 CFR 
1.822 (d) which clearly states that any amino acid sequence shall be listed using 
the three-letter abbreviation with the first letter as an upper case character 

Appropriate correction is required. 



Priority 



Information Disclosure Statement 



Specification 
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Claim Rejections - 35 USC § 101 



35 U.S.C. 101 reads as follows: 



Whoever invents or discovers any new and useful process, machine, manufacture, or composition of matter, or 
any new and useful improvement thereof, may obtain a patent therefor, subject to the conditions and 
requirements of this title. 



Claims 6, 8, 11, 12 and dependent claims thereto are rejected under 35 U.S.C. 101 
because the claimed invention lacks patentable utility. The above claims are directed to an 
isolated nucleic acid encoding a polypeptide of SEQ ID NO: 2, host cells, expression vectors and 
a method for producing the polypeptide of SEQ ID NO: 2, identified in the specification as 
Zarcpl3. The nucleic acid above is disclosed as have utility in the detection of Zarcpl3 gene 
expression (page 62, line 20), in the production of Zarcpl3 polypeptide and as having therapeutic 
use (page 85, line 21). Of the above uses, none provide a specific or substantial asserted utility or 
a well established utility. Basic research, such as studying the properties of the claimed product 
itself or the mechanisms in which the material is involved, such as gene expression, do not 
constitute specific or substantial utilities. The therapeutic methods disclosed in the specification 
teach the treatment of unspecified disease or condition. Specifically, the specification merely 
states that the Zarcpl3 nucleic acids may be provided to subjects in need of Zarcpl3 treatment. 
Neither the specification nor the art of record disclose any diseases or conditions caused or 
exacerbated by Zarcpl3. The asserted utility in this case essentially is a method of treating an 
unspecified, undisclosed disease or condition, which does not define a "real world" context of 
use. Treating an unspecified, undisclosed disease or condition would require or constitute 
carrying out further research to identify or reasonably confirm a "real world" context of use. 

Additionally, the use of the nucleic acid in the method of making a polypeptide that itself 
has no specific and substantial asserted or well established utility is itself not specific and 
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substantial or well establish. The specification as filed does not disclose or provide any evidence 
that points to an activity for the protein and furthermore there is no art of record that discloses or 
suggests any activity for the claimed protein. The specification discloses the Zarcpl3 
polypeptide as having potential use, or that may be evaluated for such potential use, as a 
modulator of energy balance and cellular metabolic reactions (page 74, line 1 5); as a 
antimicrobial (page 77, line 21); as a modulator of calcium ion concentration, muscle 
contraction, hormone secretion DNA synthesis or cell growth, etc (page77, line 35); as an 
inducer of platelet aggregation (page 76, line 21); as having therapeutic use thereof (page 83, line 
3); and as having an educational use (page 84, line 20). Further experimentation is required to 
identify a specific and substantial use for the polypeptide as only prophetic uses not yet 
evaluated are disclosed in the specification. Furthermore, the non-prophetic uses disclosed for 
the polypeptide, e.g. educational purposes, do not show specific utility as it states a general use 
of all polypeptides. 

Thus, the claimed polynucleotide encoding protein is not supported by either a specific 
and substantial asserted utility or a well established utility as to the above because the 
specification fails to assert any well established utility for the protein and neither the 
specification as filed nor any art of record disclose or suggest any activity for the protein such 
that any utility would be well established for the protein. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 
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Claims 6, 8, 1 1, 12 and dependent claims thereto are also rejected under 35 U.S.C. 112, 
first paragraph. Specifically, since the claimed invention is not supported by either a specific or 
substantial asserted utility or a well established utility for the reasons set forth above, one skilled 
in the art clearly would not know how to use the claimed invention. 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 6-15 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

Claim 6 is indefinite because each number of the Markush group recites "comprising." 
In item (a) the polypeptide "comprises" residues "19-45 of SEQ ID NO: 2," but comprises is 
open ended and can include residues 1-459 of SEQ ID NO: 2. Similarly, each recited member of 
(b) through (h) are similarly indefinite because it is not apparent how each member of the 
Markush group is mutually exclusive one from the other and because each item (a) through (h) 
overlap each other. 

Claim 7 is indefinite as to "moiety" (singular) and the members recited in the Markush 
group (all plural). In addition, it is unclear in the claim what the common feature of each moiety 
is or is not supposed to be or have been. 

Claim 8 is indefinite as to "portion" as to what is or is not the "a first portion" and the "a 
second portion." Is "portion " all or only part of items (a) through (g)? In addition, as to the "a 
second portion," does or does it not include a second or third of "a first portion" as "the second 
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portion comprising another polypeptide" does not preclude same when "another" is interrupted 
to mean "additional but not necessarily different" as opposed "different." 

Claim 9 is indefinite as to what is or is not a "collagen-like" domain. In addition it is not 
clear what is or is not a "complement related protein" with regards to both structure and function. 

Claim 1 0 is indefinite regarding overlapping members of the Markush group (See 
explanation is discussion above, claim 6). See same issue in claim 12. 

Claim 1 1 is indefinite as the nucleotides are not distinct one from the other as ranges 
overlap. 

Claim 12 is objected to because improper Markush language is recited in the claim. The 
claim should recite "an amino acid sequence selected from the group consisting of." The claim 
as stated recites a vector that consist of all DNA segments listed (a)-(h) in the claim. 

Claims 13-15 are indefinite for being dependent from indefinite claims and do not 
correct issue of the indefinite claims. 

Claim Rejections - 35 USC §102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed publication in this 
or a foreign country, before the invention thereof by the applicant for a patent. 

Claims 6, 8, 10, 1 1 and dependent claims thereto are rejected under 35 U.S.C. 102(a) as being 
anticipated by Bridgeman (Accession Number: Z82198). Bridgeman discloses a human 
nucleotide sequence that is identical to SEQ ID NO: 1 between the base pairs 98 and 1381. 
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Thus, the sequence anticipates the nucleic acid molecules consisting of base pairs 179-448 and 
137-448 of SEQ ID NO: 1 recited in claim 11. Furthermore, the nucleic acid of Bridgeman 
would encode for the polypeptide comprising amino acid residues 60-149 and 46-149 of SEQ ID 
NO: 2 recited in claims 6, 8 and 10. As written, the use of "consisting" in claims 10 and 1 1 may 
be interpreted as "open" language. Thus, the reference anticipates the claimed invention. 

Claim Rejections - 35 USC § 103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 12-15 are rejected under 35 U.S.C. 103(a) as being unpatentable over Bridgeman 
(Accession Number: Z82198) in view of Lee et al. (Biotechnol Prog. 1999). Bridgeman 
discloses a human nucleotide sequence that is identical to SEQ ID NO: 1 between the base pairs 
98 and 1381. This nucleic acid would encode for the polypeptide comprising amino acid 
residues 60-149 and 46-149 of SEQ ID NO: 2 recited in claim 12. Bridgeman does not teach an 
expression vector, host cell or method of isolating a polypeptide. 

Lee et al. teach an expression system comprising of expression vector, secretory enhancer 
sequence and cultured cells. Lee et al teach the insertion of a polynucleotide into the expression 
vector. The expression vector contains a secretory enhancer sequence operably linked to the 
DNA of interest that promotes the secretion of the synthesized protein of interest into the culture 
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media. Lee et al. additionally teach the introduction of the vector into cultured cells, culturing of 
the cells and how to produce and isolated the recombinant protein. 

It would have been obvious to the person of ordinary skill in the art at the time the 
invention was made to insert the known nucleic acid molecule encoding for the polypeptide 
comprising amino acids 60-149 and 46-149 of SEQ ID NO: 2 into an expression vector taught by 
Lee et al. (claim 12). The expression vector of Lee et al. contains a secretory signal operably 
linked to the DNA segment of interest (claim 13). It would have been obvious to the person of 
ordinary skill in the art at the time the invention was made to introduce of the expression vector 
to a cultured cell and then to utilize that cell in a method of producing and isolating the 
polypeptide (claims 14 and 15). 

The person of ordinary skill in the art would have been motivated, and reasonably would 
have expected success, to insert the known nucleic acid into an expression vector comprising a 
secretory signal because such expression vectors are used in the art to produce recombinant 
protein (Lee et al). Thus, the claimed invention was within the ordinary skill in the art to make 
and use at the time it was made and was as a whole, prima facie obvious. 

Advisory Information 
Any inquiry concerning this communication or earlier communications from the 

examiner should be directed to Sheridan K Snedden whose telephone number is (703) 305-4843. 

The examiner can normally be reached on Monday - Friday, 8:30 AM to 5:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 

supervisor, Christopher Low can be reached on (703) 308-2923. The fax phone numbers for the 
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organization where this application or proceeding is assigned are (703) 746-3975 for regular 
communications and (703) 746-3975 for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is (703) 308-0196. 



SKS 

July 15,2002 




CHRISTOPHER S.F. LOW 
SUPERVISORY PATENT EXAMINER 
TECHNOLOGY CENTER 1600 
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